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Trade Name: 

iVenPM 201 Pulse Oximeter 

Classification Name: 

Non-invasive Pulse Oximeter 

Classification: 

The FDA has classified these devices as a class I1 device (product code 74 DQA) 
and are reviewed by the Anesthesiology, Respiratory, and Defibrillator Devices 
Group. 
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Predicate Devices: 

The Non-invasive Pulse Oximeter for the itVenfrM 201 Portable Ventilator is 
substantially equivalent to: 

MASIMO CSD-1050, 5 

Performance Standards: 

No performance star 

O(k) - Masimo Set 2000, cleared under K990966 

lards have been established for such devices under Sections 
514 of the Federal Food, Drug, and Cosmetic Act. However, to the best of our 
knowledge, the Non-invasive Pulse Oximeter, complies with the following 
voluntary standards: 
- IS0 99 19 Pulse Oximeters for Medical Use - Specifications; 
- UL 544 Standard for Medical and Dental Equipment; Council Directive 

93/42/EEC; 
- IEC 601 -1 -4 Medical Electrical Equipment - Programmable electrical 

medical systems; 
- EN 865 Pulse Oximeters - Particular Specifications. 

Versamed’s iVent 201 with integrated Pulse Oximetry is designed to meet the 
FDA recognized Medical Safety standard IEC 60601-1 and the voluntary Pulse 
Oximetry standards IS0  9919 and EN 865. 

Acceptance Criteria and Risk Analysis: 
Acceptance criteria for compliance with the standards is detailed in Section 3, 
part E (Compliance). 

Risk Analysis is addressed in Section 5 for hardware and Section 7 for Software. 

The hardware risks addressed are leakage current, Sp02 power source failure, 
Sp02 Alarms and EMC interference. EMC interference is considered from three 
points: interference of the Ventilator on the Pulse Oximeter, which is checked by 
Masimo; interference of the Pulse Oximeter on the Ventilator which is checked 
Versamed’s software validation procedure; and interference of the integrated unit 
on external devices and vise versa, which is checked by an independent 
accredited testing agent. 

The software risks addressed are loss of communication and out of range inputs. 
These are checked as part of Versamed’s Software Test Procedure for validation 
of the software. 
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Indication for Use: 

The Non-invasive Pulse Oximeter is intended for non-invasive monitoring of 
oxygen saturation and pulse rate of adult and pediatric patients. 

Device Description: 

The Non-invasive Pulse Oximeter board, MS-5, connects to sensors and provides 
oxygen saturation, pulse rate, pulse waveform, and other output information via a 
serial digital interface. The iVent201 provides DC power and isolates the board 
from the mains power and ground. 

Substantial Equivalence: 

The MASIMO MS-5 Board is considered to be substantially equivalent to its 
predicate device (Masimo SET 2000, cleared under K990966) and cited above 
without raising new safety and/or effectiveness issues. 

11-5 




